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§26.1201 To what does this subpart
apply?

Subpart L applies to any person who,
after April 7, 2006, conducts or supports
research with a human subject in-
tended:

(1) For submission to EPA for consid-
eration in connection with any action
that may be performed by EPA under
the Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 136 et seq.) or
section 408 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 346a); or

(2) To be held for later inspection by
EPA under the Federal Insecticide,
Fungicide, and Rodenticide Act (7
U.S.C. 136 et seq.) or section 408 of the
Federal Food, Drug, and Cosmetic Act
21 U.S.C. 346a).

(b) For purposes of determining a
person’s intent under paragraph (a) of
this section, EPA may consider any
available information relevant to de-
termining the intent of a person who
conducts or supports research with
human subjects after the effective date
of the rule. EPA shall rebuttably pre-
sume such intent existed if:

(1) The person or the person’s agent
has submitted or made available for in-
spection the results of such research to
EPA; or

(2) The person is a member of a class
of people who, or whose products or ac-
tivities, are regulated by EPA under
FIFRA or the FFDCA and, at the time
the research was initiated, the results
of the research would be relevant to
EPA’s exercise of its authority under
FIFRA or the FFDCA with respect to
that class of people, products, or ac-
tivities.

§26.1202 Definitions.

The definitions in §26.1102 shall be

applicable to this subpart as well. In

addition, the definitions at 45 CFR
46.202(a) through (f) and at 45 CFR

§26.1303

46.202(h) are applicable to this subpart.
In addition, a child is a person who has
not attained the age of 18 years.

§26.1203 Prohibition of research in-
volving intentional exposure of any
human subject who is a pregnant
woman (and therefore her fetus), a
nursing woman, or a child.

Notwithstanding any other provision
of this part, under no circumstances
shall a person conduct or support re-
search covered by §26.1201 that involves
intentional exposure of any human
subject who is a pregnant woman (and
therefore her fetus), a nursing woman,
or a child.

[71 FR 36175, June 23, 2006]

Subpart M—Requirements for Sub-
mission of Information on the
Ethical Conduct of Com-
pleted Human Research

SOURCE: 71 FR 6168, Feb. 6, 2006, unless oth-
erwise noted.

§26.1301 To what does this subpart
apply?

This subpart applies to any person
who submits a report containing the
results of any human research if:

(a) The report is submitted after
April 7, 2006, and

(b) The report is submitted for con-
sideration in connection with any ac-
tion that may be performed by EPA
under the Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C.
136 et seq.) or section 408 of the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 346a).

§26.1302 Definitions.

The definitions in §26.102 shall apply
to this subpart as well.

§26.1303 Submission of information
pertaining to ethical conduct of
completed human research.

Any person who submits to EPA data
derived from human research covered
by this subpart shall provide at the
time of submission information con-
cerning the ethical conduct of such re-
search. To the extent available to the
submitter and not previously provided
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